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Dear Mr. Ta\4flr:

We are writing to ;’OU because on December 2-22, 1998, an investigator from the
F(md and Drug Administration (FDA) collected information that revealed a
serious regulaton’ problem in~’ohting the glucose test strips and meters that are
manufactured bv vour facility at 6214 Bury Drive, Eden Prairie, MN.. .

Under a L’l]ited S[a[es Fedkral la\v, the Federal Food, Drug and Cosme[ic Act
(Act), dwse products are considered to be medical devices because they are used
KOdiagnose or treat a medical condition or to affect the structure or function of
the bwdv. ‘rhey are medical devices as defined by Semion ZO1(h) of the A~-.

Our inspection found that the devices are adulterated tmthin the meaning of
Section 50 I (h) of the Act in that the methods used in, facilities or controls used
for manufacturing, packing, storage, or installation of the medical devices are not
in conforn~~u~cc with the Good Manufacturing Practices (GMP) requirements set
fordl in the Qualir\~ System Regl.llations for Medical De\’ices as prescribed by Tide-
21, &de ()( Fecter;;l lle~wla[ions, (CFR), Part 820.
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Our inspection found your products are in violation of

1. Failure to establish and maintain procedures for

the law because of:

receiving, reviewing, and
evaluating complaints (21 CFR 820. 198). For example:

a. Device quality issues reported by customers to the Technical Service
Group have not been reviewed and evaluated to determine if
investigations are necessa~.

b. Complaint files are not maintained, complaint handling procedures are
not followed, and records of complaint investigations are incomplete.

2. Failure to establish and maintain procedures for acceptance activities (2 1
CFR 820.80) in that your firm has not followed its o~vn Quality System
Release procedure for glucose test strips. The procedure does not allow re-

testing of failed strips nor does it specify that the strips must fail testing
twice ill order to be rejected. You re-tested and released three batches of
glucose test strips. Additionally, glucose strips (lot 2458C) were used in
production despite the lack of a control test on /L’. ~%%%~~

3. Failure to establish and n~aintain procedures for implementing corrective
and pret’entive action (2 1 CFR 820. 100) in that all sources of quality data
are not analyzed to identi~ existing and potential causes of nonconforming
product and your firm has not documented the evaluation of glucose strips
that have been discarded (lots 2528A and 2468A) and the retest of glucose
test strips.

4. Failure to establish and maintain procedures for identifying ~’slid statistical
techniques required for establishing, controlling, and verifying the
acceptability of process capability and product characteristics (21 CFR
820.250) in that your firm has not demonstrated the acceptability of the
statistical techniques used in the validation and routine inspection of the
glucose strips.
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5. Failure to establish and maintain plans that describe or reference the design
and development activities and define responsibility for implementation as
required by 21 CFR 820.30(b). For example, there is no plan for the
software validation for Version 104.

6. Failure to ensure that the design input requirements are appropriate to
assure that the device will perform to meet its intended use and the needs
of the user as required bv 21 CFR 820.30(c). For example, there is no
documentation identifyi~lg the final, desired speculations (inputs) required
for the Select GT.

7. Failure to establish and maintain procedures defining and documenting
design output in terms that allow adequate evaluation of conformance to
design input requirements as required by21 CFR 820.30(d). For example,
acceptance criteria was not established for (i) the comparison of the Select
GT to the Supreme II; (ii) the software validation of Version 104 used in
both the Select GT and Supreme II meters; and (i: ,w~ ~

~~or Supreme high control solution.

8.

9.

10.

Failure to perform design validation under defined, operating conditions on
initial production units, lots, and batches, or their equivalents, as required
by 21 CFR 820.30(g). For example, the meters used in the soft~vare
validation of the Version 104 are not defined as production or
demonstration units.

Failure to the design validation to ensure that devices conform to defined
user needs and intended uses as required by 21 CFR 820.30(g). For
example, the critical revie~v meeting report dated December 23, 1997,
indicates that the Select GT is marketable. That same meeting report
includes concerns relating to software validation, the possible cracking of

the on/off button and the recommended actions to address those issues.

Failure to establish and maintain procedures to control all documents that
are required by 21 CFR 820.40 in that supporting details for changes to the

S“Pre’”e ‘~ md the Supreme II high control
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solutions were not included with the respective Change Control Forms as
required by your Documentation Change Control procedure A-000000-02,

Additionally, our records show that Chronimed has not submitted a 5 10(k) for a
device called the Select GT. Your firm does not have marketing clearance from
FDA; thus marketing the device is in violation of Sections 501(f)(1)(B) and
502(0) as follows:

The Select GT Blood Glucose Meter is adulterated under Section
501 (f)( 1)(B) in that it is a Class III device under Section 5 13(f) and does
not have an approved application for premarket approval in effect pursuant
to Section 5 15(a) or an appro~’ed application for an investigational device
exemption under Section 520(g-).

The Select GT Blood Glucose Meter is misbranded under Section 502(0) in
that a notice or other information respecting the de~’ice ~vas not provided to
the FDA as required by Section 5 10(k).

You should know that [his serious violation of the law may result in FDA taking
regulato~ action Tvithout further notice to you. These actions illC]Ude, but are
not limited to, seizing vour produc[ inventolv, obtaining a court injunction
against further marketing of the product, or assessing civil monev penalties. Also,
other Federal agencies are informed of the Warning Letters we issue, such as this
one, so that they may consider this information when awarding government
contracts.

The specific violations noted in this letter and in the form FDA-483 issued at the
close-out of the inspection may be symptomatic of serious underllring problems in
vour firm’s manufacturing and qualitv assurance systems. YOLLare responsible for
investigating and determining the ca&es of the violations identified by the FDA.
If the causes are determined to be systems problems yOLLmust promptly initiate
permanent corrective actions.
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We have received your written response dated December 30,
the form FDA-483 that was issued to your firm on December

1998, responding
22, 1998. Your

to

responses are noted and are being made part of the official file. Although your
responses promise general correction to the concerns referenced in the form FDA-
483, your response lacks specific documentation including procedures, forms, and
reports that would allow us to assess the effectiveness of your proposed corrective
actions.

Your responses to the specific items will be evaluated during our next scheduled
inspection.

This letter is not intended to be an all-inclusive list of deficiencies at your facility.
As CEO, the most responsible individual at Chronimed, Inc., it is ultimately your
responsibility to ensure that devices manufactured at vour facility in Eden Prairie,
MN, are in compliance with each requirement of the Act and regulations.

It is necessary for you to take action on this matter now. Please let this office
know in writing within 15 working days from the date you received this letter
what steps you are taking to correct the problem. We also ask that vou explain
ho~v you plan to prevent this from happening again. If you need more time let us
know why and ~vhen you expect to complete your corrections. Please direct vow-
response to Compliance Officer Howard E. Manresa at the address indicated on
the letterhead.

Finally, you should understand that there are
to the manufacture and marketing of medical
the issue of Quality System Requirements for

many FDA requirements pertaining
devices. This letter pertains only to
vour devices and does not

necessarily address other obligations vou have under the law, You mav obtain
general information about all of FDA”S requirements for manufacturer: of medical
devices by contacting our Division of Small Manufacturers Assistance at
1-(800) 638-2041 or through the Internet at llttp://}t’}vJ\~~fl(7.~7oI~.
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If you have more specific questions about how FDA marketing requirements affect

vour particular device, or about the content of this letter, please feel free to
~ontact Mr. Manresa at (612) 334-4100 ext. 156.

Sincerely,

Edwin S. Dee
Acting Director
Minneapolis District

HEM/ccl

Enclosure: FDA-483, 12/22/98


